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Why Does NIH Require Tracking of Sex/Gender and
Minority Inclusion?

e Mandated by Congress, 1993 PL 103-43

 Ethical principle of justice and importance
of balancing research burdens and benefits

fairly across all groups.



Changes in the Collection and Reporting
of Data on Ethnicity & Race

e OMB Directive 15 Issued 1997:

* \When collecting data using participant self-
report:
— At a minimum ask two separate questions:

* Question 1: Ask about Ethnicity

e Question 2: Ask about Race with the option to select
more than one racial designation



Changes in the Collection and Reporting
of Data on Ethnicity & Race

OMB Directive 15 Issued 1997:

When collecting data using participant self-report:

— At a minimum use the ethnic and racial categories
specified in the directive

» Ethnic Categories:
— Hispanic or Latino
— Not Hispanic or Latino
» Racial Categories:
— American Indian or Alaska Native
— Asian
— Black or African American
— Native Hawaiian or Other Pacific Islander
— White



Changes in the Collection and Reporting

of Data on Ethnicity & Race

OMB Directive 15 Issued 1997
When collecting data using participant self-

report:

DO NOT use the 5/01 Inclusion Enrollment
Report to collect data from study participants!

DO use an instrument that allows participants to
self-select their ethnic and racial affiliation
separately

e Example: Personal Data Form in PHS 398




Reporting Cumulative Accrual Data
— Selecting the Correct Format

e Cumulative accrual must be reported yearly in the
progress report

* |f data were collected from study subjects using
the 1997 OMB standards:

— two guestions (one about ethnicity and one about race)
and subjects were given the option of selecting more

than one race, then use the 5/01 Inclusion
Enrollment Report.

e Otherwise, use the 4/98 Version of the Inclusion
Table.



Using the 5/01 Inclusion
Enrollment Report in the Annual
Progress Report

A Step-by-Step Guide



Inclusion Enrollment REFIOI't Table
This repart format should XCFT be used for data eollection from study participants.

Study Title:

Taotal Enrollment: Protocol Number:
Grant Number:

PART A. TOTAL ENROLLMENT REPORT: Numbear of Subjects Enrolled to Date (Cumulative)
by Ethnici

Ethnic Category nknown or
Females Males  |Not Reported Total
bispanicortato | [ | |

Mot Hispanic or Latino

Unknown (Individuals not reporting

Ethnic Category: Total of All Subjects®

Racial Categories
American IndianiAlaska Mative -- __

Waore than onge race

Lin n or not reportad

PART B. HISPANIC ENROLLMENT REPCRT: Number of Hispanics or Latinoes Enrolled to Date
Cumulative)

Unknown ar

Mot Reported

I M ad
Racial Categories: Total of Hispanics or Latinos --__

* These lolals musl agree.
** Thess (olals muslages




General Information on Using the
5/01 Inclusion Enrollment Report

o Complete a separate Enrollment Report for
each study or protocol
— If you have multiple studies under one grant, do

not combine accruals from all studies and
report in one form.



General Information on Using the
5/01 Inclusion Enrollment Report

 Studies with a Foreign Component should
report foreign enrollment separately from
domestic (USA) enrollment.



General Information on Using the
5/01 Inclusion Enrollment Report

Foreign enrollment data can be reported in two
ways:

1) All foreign enrollment for a particular study may be
reported on one Inclusion Enrollment Report Table
with the names of all foreign countries involved in the
study listed in the study title.

OR

2) Separate Inclusion Enrollment Reports may be
submitted for each country enrolling participants in
that study with the name of the foreign country
Included in the study title.



‘ Prircipal InvestigakonProgram Direclo {Last, irst middle):

Inclusion Enroliment Report Table

This repart format should NOT be used [or data colleetion from study participants.
Study Title:

Tatal Enrallment; Protocal Number:;
Grant Number;




Principal Investigakn Program Drector (Last, sk, mickdle)

Inclusion Enroliment Report Table

This report format should NOT be used for data collection [rom study participants.
Studly Title:

Tatal Enrallment: Protocal Numbar:;
Grant Number;




Pririzipel Investiaion Program Orector (Lask, rst, middle);

Inclusion Enrollment Report Table

This report format should NOT be wsed [or data collection from study participants.
Study Title:

Tatal Enrallment; Protocal Number;
Grant Number;




Prncipal InvestigaknProgram Director {Last, 1rst, middl);

Inclusion Enroliment Report Table

This repart format should NOT be used for data collection rom stady participants.
Study Title:

Total Enrollment, Protocal Number: —-
Grant Number:




Principel InveshgakonProgram Drector (Last, irst, middle):

Inclusion Enroliment Report Table

This report format should NOT be used [or data colleetion [rom study participants.
Study Title:

Tatal Enrallment: Protocal Number:
Grant Number:




PART A TOTAL ENROLLMENT REPORT: Numbar of Subjects Enrolled to Date (Cumulative)
by Ethnicity and Race
sxiGender

Ethnic Category Llnhnnwn or
Farnalﬂs hl ot Reportad Total

Hispanic or Lating --
----




PART A TOTAL ENROLLMENT REPORT: Number of Subjacts Enrolled to Date (Cumulativa)
by Ethnicity and Race

SexGender
Ethnic Category Unknnwn ar -
FEFI"lﬂlEE Hnt Repartad Total
# | o# | # "
Not Higanic rLaing ----




Mot Hispanic or Lating

PART A TOTAL ENROLLMENT REPORT: Mumbar of Subjects Enrolled to Date [Cumulativa)
by Ethnicity and Raca
Ethnic Category



Ethnic Category m Unknown or -
Femalas Not Reportad Total

----

Unknawn (Individuals not raparting athnici ..”
i Category: Total of All Subjacts” ----

PART A TDTAL ENROLLMENT REPORT: Number of Subjects Enrolled to Data (Cumulative)
by Ethnicity and Race
sex/Gender




PART A TOTAL ENROLLMENT REPORT: Numbar of Subjects Enrolled to Date (Cumulative)
by Ethnicity and Raca

 SaxGepder |
Ethnic Category - nhnnwn or “
Females Not Rapartad Total

ot || "
e N (N N N

Unknewn {Indwiduals not raparing athnic ----
\; Category, Total of All Subjects” ----




PART A TOTAL ENROLLMENT REPORT: Number of Subjects Enrolled to Date (Cumulative)
by Ethnicity and Race

_ L
Ethnic Catagary lll""""'""l-
s | s Qg T

figaica i I A
) | 1 #




If unknown sex/gender or ethnic values are entered In
this table, a written explanation from the Principal
Investigator of the awarded application Is necessary.
This explanation should be provided to the NCI
Program Director of the awarded application along
with the Inclusion Enrollment Report Table.



kv Ethnic ity and RHace
T, e = NI T

Unknoen ar
Females Males Mot Re portes] Tatal

Hispanic or Lalino i

PART A TOTAL ENROLLMENT REPCORT: Humber of Subjects Enroll=d to Date (Cumulative)

Ethnic Category

Mol Hispanis ar Lalino

Urkrown [Individuals not rsporing =thnic

Ethric Cateagry: Taolal of Al Subpscls®

Racial Categories

Armre=ncan bedianAlssks Relie

AsiEn

Nat e Hevssian or Cthesr Pacilic ElEnder
EBlack or &frican dumencan
W hile

More than ane roace

Urkreoar or not repored

Hacial Cateqones: Tolkal of Al Subjects®




FAKRT 4 WRTAL ENROLLEERNT REPCORT: Humbier of Subjects Enmoll=d o Dat= {Cumulative]
Ethnici

==ender
R ey
Females Not Re ported] Total

Mispenicortatoo | 000"

Nck Hispenic or Latin I N B B
Urkngwn [Individuals nct rs I N N B

 Total of Al Subjects - 1 1

Hacial Calegories

American indianifibska hatios I N B B

Hatrie Hewsimn ar Oibesr Pacilic lEEnder _—

Elack or &frican Sme=ncan
hale

Urkrowr or noct e orled

Focial Categone=: Tobkal of &l Subjeci=s”




FART A AL ENROLLKENT REPORT: Humber of Subjects Enrol k=d to Dats (Cumulative
kv Ethmic ity ancd Rlace
e P

Ethnic Category Urnknoan or
Femiales Mot e poirted

Hispanic ar Lalino

Mot Hispaic or Laling
Urkrowr ([ Individuals not reporing =thnic

Ethnic Category: Talal of 41 Subjscls®

Racial Categories

fmencan ndimnddbsskas el

Asian

Hat e Harwaiian or Ciber Pacihic lslEnder
Black or idrican Amencan

WWhile

M ore e cine rece

Haocial Cateqorie=s: Tokal of &l Subjsct=*®




PART A TOLAL ENROLLIKENT REFORT: Number of Subjects Enmoll=d to Date ({Cumuolative)
Ethnici

e Tender
I T sy i -~ PR
Famale== Mot He porbesd] Tital

Hispeicorbaioe b F 0™
Mot Hispenic ar Larting -
Urkriwn (Individuals net psperi by I N R

Ethric Category: Total of Al Subjscls* I D R

Facial Categories

American indinnifska Natie I D R

etk rie Hevsssdian or Ctber Pacihic Elander _———
Black or African American - r ]
\inknown ornet epered | . { | |

I Racial Cateqories: Tokal of &l Subjects*® ____




FART 4 TOTAL ENROLLMERNT REPORT: Humbier of Subjects Enmoll=d o Dat= {Cumulative]
Ethnicity and Rlace

PLORMOE N o,
6t Fw |:lr|:=:|l

Mispenicortatoe | |
Nck Hispenic or Latin ____
Urkngwn [Individuals nct repori - I N N B

Ethric Cateagory: Total of Al Subj - 1 1

Hacial Calegories

American indianifibska hatios I N B B

Focial Categone=: Tobkal of &l Subjeci=s”




PART A TOTAL ENRGOLLMENT REPORT: Number of Subjects Enmolled to Date (Cumulatve)

kr¢ Ethnicity ancd Rlace
o P
Ethnic Category Unknown or

Females Mot He porke]

Hispanic ar Lalino

Mt Hispanic or Laling
Urkresar [ Indrviduals not reporing slhnic

Ethric Categary: Talal of &1 Subjs=cls®
Racial Categories

Amencan_ indiandlska Male

Asian

et e Hawatian or Citber Pacilic slander
Black or &drican Amencan

WWhile

More han ane rece
Urkresar or nol repiored

Facial Catecories: Tolal of &l Subjecis”
4




PART A. TQTAL ENROLLMENT REPORT: Number of Subjects Enmoll=d to Date (Cumulative)
e Ethnici

—  moweader
Il ey P - -
Females Mot Be portesd Tatal

Mispericortaio | 3

Mot Hispenic or Larino I R R
Uk, (Individuals net reperting cthnicky I N R B
Ethric Category: Total cf Al Subjects* I N B B

Racial Categories

Arericn bdianileska Matpee | | W
P A N
Wot e Hovwciian or Cther Pacific bbnder | | |
Black cor Alricen American -
) AN N
Morethenonersee | |
Unkrewnorncbepoded | | |
Facial Calegories: Tobal of &l Subjecis® _—_2-1:-




PART A TOTAL EMROLLMENT REPORT: Numbear of Subjects Enrolled to Date (Cumulative)
by Ethnicity and Raca

Sex/Gander

Ethnic Category

Females

Males

LInknown ar
Not Reported

Hispanic or Lating

Mot Hepanic or Latino

Unknown (Individuals not reporti ng athnicity)

Ethnic Cateqory. Total of All Subjects®

f Cumulative)

PART B. HISPANIC ENROLLMENT REFCRT: Number of Hispanics or Latinos Enrolled to Date

RHacial Categories

Females

Males

Lnknown or
Not Reportad

American Indian or Alaska Mative

Asian

Mative Hawaiian or Other Pacific |slander

| Black or African American

White

lore Than One Raca

Unknown or not reportad

Racial Emagnrias: Total of Hispanics or Latinos™

* Thess WolEs must sqrae.
** Thesa lolals muslagres,




PART E. HIEPMIIE ENROLLMENT REFCRT: Number of Hispanics or Latinoes Enrolled to Date

I N
--——
_--__
I"-.Iahw.ra Hawaiian or Other Pacific Islander -- _—
--——
e [
MoreThanOneRace | | | |
uUnknownornotrepoted | | |

Racial Categories: Total of Hispanics or Latinos™ --_-

* Thess lotas musl sgree.
** These lolals mUETagres




PART E. HIEPMIIE ENROLLMENT REFCRT: Number of Hispanics or Latinoes Enrolled to Date

| PoclCamoodes | Fomales | Waks ool T
--——
_--__
Mative Hawaiian or Other Pacific lslander -- _—
BlackorAticanmerican | | | |
weitge || |
MoreThanOneRace | | | |
uUnknownornotrepoted | | |

Racial Categories: Total of Hispanics or Latinos™ --_-

* Thess lotas musl sgree.
** These lolals mUETagres




PART E. HIEPMIIE ENROLLMENT REFCRT: Number of Hispanics or Latinoes Enrolled to Date

| PoclCamoodes | Fomales | Waks ool T
--——
_--__
Mative Hawaiian or Other Pacific lslander -- _—
BlackorAticanmerican | | | |
weitge || |
MoreThanOneRace | | | |
uUnknownornotrepoted | | |

Racial Categories: Total of Hispanics or Latinos™ --_-

* Thess lotas musl sgree.
** These lolals mUETagres




PART E. HISPARIC ENROLLMENT REFCRT: Mumber of Hispanics or Latinos Enrolled to Date

Cumulative)

| FoclCaores | Fomaks | Wabs i) T
American Indian or Maskatatve | | | |
P R R N
Mative Hawaiian or Cther Pacific Islander -- -_
BiackorAticanAmerican | | | |
e} |
MoeThanOveRace | | 1

Unknownornotreported | | | |
Racial Catagories: Total of Hispanics or Latinos® ‘A=‘A=‘A‘-

* These lolds must agree.

** These olals muelagree.



PART B. HISPANIC ENROLLMENT REPORT: Number of Hispanics or Latinos Enrolled to Date

I ey I e
amercan ndanorskatiaive || | | W
M A s e
Mativa Hawaiian or Other Pacific slander ---- -
Backoracanpmercan | | | | MW
M B A
MoeThanOneRacs | | | | W
unknownornotrgporsd | | ] - | ¥

Racial Categories: Total of Hispanics or Latinos*

“ Thiese lolds musl &jree.
“* Thess tolals musl agres.




PART A TOTAL ENROLLMENT REPORT: Numbear of Subjects Enrclled to Date (Cumulativa)
by Ethnicity and Race

sax/Gender
Ethnic Category Unknown or
Females Males |Not Reported T:al

o

Hispanic or Latino

Mot Hispanic or Latino

Unknown (Individuals not reporti ng athnicity)
Ethnic Category. Total of All Subjects®

PART B. HISPANIC ENROLLMENT REFCRT: Number of Hispanics or Latinos Enrolled to Date
umulative)

_ : LInknown or
Racial Categorias Femalas Not Reported

American Indian or Alaska Native

Asian

Mative Hawaiian or Other Pacific lslander
Black or African American

White

IMore Than One Race

Unknown or not reportad

Racial Eﬂtagnriaa: Total of Hispanics or Latinos™*

* These lolds must agreae.
** Thiz=a lolals mustagras.




Principal Inveshigakon Program Dreclor (Lasl, sk, micdle):

Inclhusion Enrcliment REFIDI't Tahble
This report format shoold NOFD be used for data collection from stady participants.

Study Title:

Tatal Enrollment: * Protocol Mumber:

Grant Number:

PART A TOTAL ENROLLMENT REPORT: Mumbear of Subjects Enrolled to Date (Cumulative)
by Ethnicity and Race

Sax/Gender

Ethnic Category Linknown or
Females Mot Reported

Hispanic or Latino

Mot Hiepanic or Lating

Linknown (Individuals not mpnrﬁng athnicity)

Ethnic Category: Total of All Subjects”

Racial Categories

American Indian/Alaska Mative

Asian

Mative Hawaiian or Other Pacific Islander

Black or African American

W hite

IMora than one race

Linknown or not raEnrtad

Racial Categories: Total of All Subjects”

PART B. HISPANIZ ENROLLMENT REFORT: Mumber of Hispanics or Latinos Enrolled to
f Cumulative)

Linknown ar

Racial Categorias Femalas Males Not Reported

Armerican Indian or Alaska Mative

Asian

Mative Hawaiian or Other Pacific Islander

Black or African American

W hite

IMore Than One Racea

Linknown or not reported

Racial Eatagnrins: Total of Hispanics or Latinos®™

* Thesa lolas must agrae.
** Thesa olals muslagres.



Prncipa Invesligakon Program Dreslon (Last, st middle):

Inclusion Enroliment Report Table
This report format should NOFI be used for data eollection from study participants.

Study Title:

Tatal Enrollment: Protocol Mumbar:
Grant Humber:

PART A TOTAL EMROLLMENT REPORT: Number of Subjects Enrollad to Date (Cumulative)
by Ethnicity and Race

SexiGender
Ethnic Category Lnknown ar

Females Mot Reportad T#ﬂ
* &

Hispanic or Latino

Mot Hispanic or Lating

Unknown (Individuals not mpurﬁng athnicity)
Ethnic Category: Total of All Subjects®

Racial Categories

American Indian/dlaska Mative

Asian

Mative Hawaiian or Other Pacific Islander
Black or African Amarican

W hite

IMore than one race

Lin kncwn or nat reEnrtad
Racial Catagories: Total of All Subjects”

PART B. HISPANIC ENROLLMENT REPCRT: Mumber of Hispanics or Latinos Enrolled to Cate
F Cumulative)

Unkrnown ar

Racial Categaories Females Males Not Reported

American Indian or Alaska Mative

Asian

Mative Hawaiian or Other Pacific Islandear

Black or African American
W hite

IMore Than One Race

Unknown or not reportad

Racial Eatagnrins: Total of Hispanics or Latinos®™

* Thesa lolas musl agras.
“* Thesa olals muslagres.




Any guestions...contact
your NCI Program
Director!
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